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For ma l Matter s 

Claims 1-30 arc pending and Claims 1-30 u crc examined and rejected. 

Claims 1, 7 and 25 have been amended lc> siiccily that the first and second sfrucltiral means are 
flexible. Support for this amendment may be found in Uio specification and originally Jilc<l Claim 3 
which i$ herein cancelled. 

!lKc.Ab.stract.has.boen.alncnded-toTcplacotbc^v<>^•d-^^n^cans-wi^ 

Applicants respectfully request reconsideration of the application in view of Uio mnciidmonts ;ind 
rcmaAs made herein and allow Claims ] -2, 4-30, l!to only claims pending after enUy of il,o imicndmuils 
set-forth herein. The amendments to the claims wcu; iii;.uic solely in the interest of a><pcdi(itji; 
prosecution, and are not to be construed as acquiescence lo any objection or rejection of any chiiin and 
without intent to surrender any subject matter oncompas.sed by the originally filed claims (i.e., the prc- 
amcndcd claims). The applicants expressly reserve the riclu lo pureuc any subject matter encompassed 
by the originally filed claims in one or more contiinuliO) i and/or di vi.sional applications. 

Furthermore, the cancellation of Claim 3 is mafic without prejudice to renewal, without intent lo 
acquiesce to any rejection, and without intent to surrender any subject matter cncompa.ssed by Iho 
canceled claims. The applicants expressly reserve tljc riijhl to pursue any caneclctl subject matter in one 
or more continuation and/or divisional applications. 

No new matter has been added. Acc<')rdin8ly, the Aj)plicants respectfully request entry of the 
amendments. 



O bjectio n to »igJjBccif ica«ion 
The Abstract of the disclosure is objected lo because the term "structural means" i.s used. The 
Abstract has been amended to replace the word -mcins" with Uic woiU "members". Aea>rdingly, the 
Applicjints respectfully request tliat this rejection be withdrawn. 

Rejcctionjmdcj:3f?..U.S..^^ 
Claims 1-26 and 28-30 arc rejected under 35 U.S.C. S 102(b) as being anticipated by Kii.ster (US 
Patent No. 4,366,81$)). 
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Under cuiTcnt case law, a reference docs not atiUcipalc a claim unless "all of Uie cIcmoiiLs and 
limilalions of the claim arc found within [that]...rcaTciKC...Theremust bo no difference between the 
claimed invention and the reference disclosure, as vicvvial by a persim of ordinary skill in the ficUl of 
invcnUon." Scrinns Clinic v. Genentcch. Inc., 18 lJSI'02d 1671, 1672 (Fed. Cir. 1992). 

'rhci'cfore, in oi-dcr for « claim to be anlici paled by a reference, each rind every limitalioii must be 
found in that reference. The Applicant respectfully submits that each and every claimed limiuaion is not 
found in the cited reference. 

Indcp.end.cnt-ClaiOTsJ,-7,J.4,-22-and-25,-;iM()4lKvc.laijns-that-d 

structural meaas having a tubular region that terminates in a lip at one end and a second structural means 
having a tubular region that terminates in a lip al one end. However, Kastcr docs not leach fiinl and 
sceojid structural means, each having the sh-ucturc: claiiiiod in the subject claims. 

Kastcr teaches an anastomotic fitting that includes a tube 12, ringflango 14 , ilxalion ring 16 and 
a locking ring 18. In making this rejection, the Rxaininci- indicates that tube 1 2 and flnoHC 14 (asscrtdlly 
the lip) are first structural means having a tubular rcj'jio/i that terminates in a lip al one end and ri«fis 1 6 
and 18 (asscrtcdly the lip) are second structural nicnns hwing a tubular region that tcnninatcs in a lip al 
one end. I lowcvcr, the Applicants respectfiilly submit that the structure asserted by the Kxamincr is not 
taught in Kastcr. 

For example, tube 12 and ringflange 14 do n<i.t con.stitule a lubulai' stmctuvc that tcnninatcs in a 
lip at one end. Specifically, Kastcr leaches that tube 12 ha.s an inflow end 12d and nn tiulllow end I2f. In 
use of the anastomotic fitting of Kastcr, a graft vc^5scI .10 i.s inserted through tube 12 from the outflow 
end 12f to the inflow end and everted over the leodijig edge of tube 12 at the intlow end. It is ihan that 
ringllangc 14, which is asq^aratc component from tube 12, is positioned over fhe tubcygral^. (aco 
paragraph bridging cols. 1 0-1 1) Positioning Iho ringflango 14 about the tube/graft is aeconij)li.shed by 
spreading the ringflange and "(t]hc inflow end of Iho tubcd-graft is placed into the expundcd central 
aperture 14b of the ringflange 14." (col. 1 1, lines 1 1-1.3). As shown in I'ig. 1 for example, ring/l mge 14 
is positioned over about two thirds of tube 12. AceortHiij'.ly, tubo 12 docs not tcmiinate in n lip at ojie 
end. Instead, ringflange 14 is a separated component fivnn lube 12 and is positioned about a substantial 
IKirtion of tube 12 to overlay the tube/graft portioji. In other words, tube 1 2 and ringlhingc 1 4 <!(> not 
idcnti fy or otherwise indicate a tubular region that tw ininates in a lip at one end us tube 1 2 docs not 
terminate in ringflange 14. 
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An analogous argument may be made wilh ref.ard to fixation ring 1 6 and a locking ring 18 which 
the Examiner asserts identifies a second structunil mcnos having a tubular region tli;U icmiinnlcs in a lip 
at one end. More specifically, as shown for exaniplc in t%. 1, fixation ring 16 and lockinu l in,. 1 8 ai« 
two separate eomponcnts. In use, the outflow end of a graA is passed thiouf-l. the ccnlnd apcriurc 1 6b of 
fixation ting 16 and the fixation ring 16 is advanced from the distal end of the gralt to Hic out (low end 
12f oftubc 12. (see paragraph bridging cols. 11-12) Raster teaches tliat "[tjlio lucking ring Ui is the l.Lst 
component of the anastomotic fitting 10 to be insfalled." TJic free end of the graft is pnsscd through ihc 
_cciilral.aEcrhjre_oXlockingringJ.8.a^^ 
porlion of tube 1 2 by expanding the locking ring Ig. However, the locking ring 1 S is only positioned 
With respect to the fixation ring 16 in an "abutting amiiiol". (paragraph bridging cols. 12-13). In other 
words, fixation ring 16 and locking ring 18 do not identify or otherwise indicate a tubular region as 
Kastcr teaches that they are both configured as rings iKu iiig central apertures. However, a.ssuniing 
arguendo that locking ring 18 may be considered a tubular region - as sccm.s to be asscrictl by the 
Rxamincr, locking ring 1 8 does not tenninate in a lip at one ond as the abutting contact of fixnlion rinj; 
to the locking ring do&s not indiciite such a stniclure as ihusc two rings arc merely placed ndjaccnt to 
each other, i.e., in an abutting contact. As such locking ring 1 8 does not lonniuate in fixation ring 16, 
i.e., docs not terminate in a lip at one end. 

Accordingly, for at least tlie reasons describe.! above, Kaster docs not anlicipntc Claims 1-26 nnd 
28-30 under 35 U.S.C. §l02(b). As such, the applicants respectfully request that tliis rejcclioti be 
withdrawn. 



Claims 1-13 and 25-28 arc rejected under 35 U.S.C. §1 02(c) as being aniicipated by McClelInn 
(US Pal ent No. 6,007,576). 

As amended. Claims 1-2, 4-12 nnd 25-28 specify that Uie first and second structural means arc 
flexible. However, McClellan leaches an anastomotic implant Uiat is rigid. More specifically, iVIcClellim 
teaches an anastomotic apparatus tliat includes a first element and a second clement. In describing these 
two clcmesnls, McClellan makes clear that tliese two ;irc rigid. For example, the abstract i^pccinually 
states "An unastomolio apparatus includes a first rigiil element aiid a second rigid clement.'^ (ciivi)ha.sis 
added). Furthcmiorc, McClellan repeatedly teaches that t!io two elements are rigid and the benefits that 
tlio rigidity imparts to the implant. 
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For example, in summarizing the invention, McClelJan leaches: "An ciiijagcmum of iho firsl 
clement with the second dement produces arisi(Ui5parujus^tru£jy£fi.,,.» (col. 2, linw? 10-12; cnphasis 
added); 'The first clement is formed of a nguUialeiyil or combination of maiaials." (col. 2, lines 2.1- 
24; emphasis added); and "The second element is prclerably fabricated fioni a material wbfcli is cijh^ 
rifiiteseinirniailjy^ 

fianstiijpllonisjanus^^ (ool. 2, lines 61 -64; anplmis added). 

In further describing the implant, McCIellan Icichcs Uie following: 



"The first tubular member 1 1 and tlic first flniigc ] 2 arc secured to one aiiolhtir and aiT 
manu!Murcdj)f mateiMs that the orientation of the longitudinal axis 19 is ,spaU:dly 

lixcd rclalivc to the longitudinal axis 41 (col. 4, liiiw 17-21; emphasis added). 

-ThjlfksLoiemcntJlIisia In preferred con.slruclions Ihc first 

clement 10 may be constructed of materials which ohihiLhiBlier moduli of elasticity ;-md n^uVdy with 
minimal or no creep. Some materials which arc coulrmplatcd for use in manufacturiiiB liic 11r.st clement 
arc titaniurs, sMnLcassteci, graphite, and somonon-dcformablc4)]aslics such as ultnihigh density 
polyethylene (UHDPE), polycarbonate and acrylomlalo-butadicne-styrcne copolymer (AliS). Some 
ccmipiciMlcrials may also be used...Anad ajawriUus^^^^^^^ djroslcd to preserve 

l!lcJnMandjiutkt.gccam^ lliolcycl «lfj}firfQimancpAnjipaloj3.cy of (liQ 

anjskvnosiaandiiicxKaft.'^ (col. 4, lines 44-62). 

"In preferred embodiments of the invention the fu'-sl clement 1 0 is manufnclured from a material 
which provides a surface which is inelastic, firm, rigid, and nou-bendable thereby rendering tluj Hrst 
clement suitable for being coaled with a nonthromboi-cnic material such as with a pyiolyiic ctubon 
coating." (sentence bridging cols. 4-5) 

"The second flange 22 of tlic second clement 20 includes an upper surface 31 atid a Iowa- 
surface 33. The surfaces 31 and 33 arc disposed abouf o longitudinal axis 67. rhpJitlcn.tKl fla»goJ{2 anjl 
thesccond tubular pod^ such that the respective longitudinal axes 

67 aiul 63 of these members arc retained in a fixed sp.ititd relationship to one another." (col. 5, lines 59- 
65; emphasis added) 
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"In preferred constructions, IhBrifiditxfitllhajrpiKslmslio^ ;,nt,j>0 and the 

MtMmitlJisiosngQHSmsnt^Qcai^ wherein iKo two elements arc retained fixedly logclhcr. 
This in turn provitJcs the user with a fixed egress an.^lc for tlic flow of blood out of tlio blood vc^sscl 1 6. 
Duc.ltL!hej3g.idit^^^ 

h^.totmncdJnAf!xMspa ^^^^^^^ prcfcncd" 
constructions, all of the longitudinal axes 19. 41, 63 and 67 are held in fixed oricnl«lions relative to one 
anolhcin^^ 



Accordingly, McClellan clearly teaches u ^k'^c^ implanl made-up of two rigid coujponcals. In 
imldng this rejection, the Examiner points to the Icuchiniis of McCiellan at col. 4, lines 44-62. 1 lowevcr, 
as noted above, this passage explicitly teaches a rigi<l first clement. More specifically, this passat..c is 
generally direetcd to the first clement and describes l!,At 'The first element 10 is fiibriealod to be ' 
generally rifiid". Furthermore, in describing malcriais otMitcmplatcd for use in the manufacture of the 
first element, this possaec recites rigid materials, e.g., tilanium, stainless steel, graphite, non-dcformablc 
plastics, ceramics, and the like. This passage also describes the beneficial features imparlctt to llic 
appamlLis due to the rigidity and notes "A rigid appaiaMs oflhc instant invention i.s diivclcd to preserve 
the inlet and outlet geometries thereby increasing the level «)f performance and patciey o f Ihe 
anastomosis and the graft." Accordingly, the Applic^mls respectfully submit that this citecf passage 
explicitly teaches a rigitl first element and a rigid apparatus. 

Accordingly, for at least the reasons described above, McClclhm does not anticipate Claims 1-2, 
4-12 and 25^28 under 35 U.S.C. §102(e). As such, lho«ppKeants respectfully request that this rejeelion' 
be withdrawn. 



II 
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C onclus ion 

Applicant submits that all of tlic claims are in condition for allowance, which action is j uiucsied. 
If the Examiner finds tiiat n telephone confci-eiutc ^^■ovh] cxpcxiitc the prosecution of this applicuion. 
please telephone the undersigned at the number providwl. 

The Commissioner is hereby authorized to cluuijc any underpayment of fees associated with this 
C(^mmunication. including any necessary Ibes for cKlcsicnis of time, or credit any ovcipaynicnt to 
Deposit Ac count No. 50-0815. order numb er STAM-_n?ri n 



Respectfully subinittctl, 

HOZJCBVIC, FlliLD & FRANCIS LLP 



Date: . Octobe r 14. 20 01 



^>Bret E. Field 
''^ Registration No. 37,620 
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